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Teowj sfrr mRcju eOHiiui 

df 2 M, 2001 

■RT. cFT, 1^. 321 ( 31).—sthfil attl TTOTtpl RHlft 
fm, 1945 ’trr stR ^ % %3; Iwif 

Pl*^RrlRsici xi'tftH ^yi'H stWfR 'SnRRn rftitt 

1940 (1940 ^ 23) ^ ^ 12 »1RT 33 sro 

sill'll ■«ii?nl doKi RRIsif y( 

'Jiii'wd % Rin, 41T^ R'iiRio 
■^RRTRdT't', jHsnif^in Rnsii 'umi^ 3i^'WlJ^dTTt'RT?ft%'fe 
3r?R fdRRf ■qr, tnfhj ■^, Hnwyi 3 r iRm yRiqi 

f^TR^ netilfviO ■Jlicfl't, 'Jl'iqi Rlt <5HC1«*1 'HO 

^fni^l^ ftR ■!?)] aiRPl RHipKi % q^^iq^ 

Pts'Hi 'Jiiq.'ii; 

3TT^ 3]^ IRTR, RfRR, RtlRR 3% =bir^l'J| 

RRMR. RKIT RWR, fdRfR W1, 110011 

RJt Rofi.) I lyyi 3Tr^^ RT ^511°! Rl ■son 

'PtrrI' RTf Rwn n+iRl TR RRRl Hi Pi r4 “3 

3TRflT yt RRlfR ^ ■’^ 3TM ift, RWRIIRI 
'Jliq,'!! I 

1. (i) ^ fwtf Rq Rf^ RFT 3iWfR at(T ■RRIRd 
RTR# (R?it»R) f%RR, 2001 11 


(li) "% 4" 3fR)T?T Rit inftlS Rlt 3rT^ tP) I 

2- silnPr sftv RRPPT RlHul Pl9*1, 1945 (f^T% 
^R^RYRTH. ‘‘3^ Pm’’) RRi t, %f=m 
122Ri'^',— 

(i) ^qpm (1) % W4R RT, fmfRpgR rrt 

RTniTTT, srerfu,:— 

(1) (Ri) fWt’P atWfRRn 3nw fm 21 % 

<a''5 (13) RRTqfRnfqiT riPirttP 

3R5Rpr 

p] [^'11 'JIIH'II, aERiRT RlP I 

( 13 ) Pt)>i1 dt sifiiPfRil Sii'-iin %Piii, 

343^P3 Sll^qi 3l^3llH'1 RlfR 
RRlt 3?! WR 44 P' Pti'll ^iy.'ll sftT RJTRT 
RTR RWR f'JIK If'HU Rp RpR pImI 

Hi'U ^TFT 333 sflRPl PlU, Rff 
3RP3lt3 RT3I % ^ 4* 31 R15; 3T3l % RTR 
RRt -30^331 W3T333f 3TTp^ tW 

■31311 "R^i ■pPf % IRR ■RpR R^ 

■puili: "^RR; 3pft 

RRTj ■33 atfr fy Pi'i'HI 3^ yhrfR 37 
3TI313 3tP'f33)R%'fRR; RRRKRR^IRRiRf 
% Rp qVNIct^RM f31Rf sn^pT-RIR 
■RR^F f'JlK ■(f.HU, Rp RpR "FPr) 331 ijRt 
'!lH«hKl afk W1 fVit ■afr, RRlfr-Rpi, 
31^^31 ■Sf7 Rpfw 1 31 137 l?R RRf!i-T3 
■Ftl 
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(ii) ( 2 ) % 

^3minT, 

"( 3 ) 3i3;jiiH'i Hiftiwd,'Rf' wHmn'JiA■'R’fJFail'ifV 

VR 3ii*Hiq fJpT^ '*11^ %)■ 

Si 'Jiiifl %, 3it 4i;i f^TR 

3ftT grftRT WT 45 SikAII 45^ 

<t)Rin '?niT % "jr, stfirt sr^w 

-anri -^f 

f^*1l 'Nl Sli^D^I SlH*lI'1^ % Si;j^lH1 

yiRliblO Sll^lw 'TRif ^ f^^Rsfl ■^f 3JPTfI 
ofA'K i^+ll Sl^^l Ri' 7I< fVm '»I(^ ^ ''j4 
WQ7TT; 

MC S?R fifr 'in;i 3ii^^«i> ^hI 
ni'Oia ft«iiRn 

^41 wc *Hi^ ^ '3^^^ ST^flT ^ srfV^ EI^ 
3T^5tm Mifli'nid '^, <^<a«i6 

f^TTI 'i|n|*I, 333511 '^, Slj;j1l imil 4f)<^ ^ artaiTT33t 
^ 33 T ■JRT % sfR ST^STFFT 'jnfV^I'O '«RT ‘'RT 
tiRl*4T^ ^ 'Jiini ^ ft) Si^fli tioiMI^ Kinf Ril 
sf^MlCl'l RR ft*n ■'FIT %, '3CI MIP'H 45 SiW^ 
45R) ■^' 3T33tT WT Rjtnr I 

3. ^ ftFFff % 122'?ff "^f,— 

(i) 3M Pm (1) % WT •qt ftt^RiRan w ^Jm^nr, 

3T«lhT;— 

“( 1 ) (RT) ft?fFT%f^^-^3ftTftTr?3rspftftfftl 

TSTES (33) W Trft'4Tft?T ST^WTT 
SifViM'O 313*iIft7T ■ERT ■?fl I 

Si^hI'^'I Miill R)T^ % Ri'<3||^(;'1 Pi*1<1 
21 %T3r^ (IS) ■^''wyftMTfts 3T35fm 
HlfttbKl Rit 44 ftFJI 'Jtfll’TI 3 ?)t 
■ 5 ^ 3 % 333*3 1^133 ■'3^ Vpft ' 

■yr^ "33^ "TO sfftft % ftrtl ^33^ 

SMMRa 333^3 ■^' ■*33 Eft! ^ % -333*3 '5331 
333^SS3^ Hi>^l3iei3ff 333^S^'ftF33'333333^ 
Til ■^ ^3?^53TIFTft 333^ % ^ ^3*3133 
^MlK'^rqT^Tffp ’Fft) ; 

HT'^ sft; ft) ■*3^ sfftftr % ft3l3)-*3 
^ j Rlpi*il“i ^ ftfR Si^*i)<<l M<^ii °D<^ ^ 
Xri37 iri■ST^’!33*T3 ftj^ri 3331^ % ■ 333*3 
■q*SF 3?^ -zst -^3133 afl3 ''T«33ft*)Rl, 
33g3j^ ■»3 % MROiiy 1 -*33 ^Rfvi'y 1*33 
3T^«i33533T3^13E3S)lfi3?R3Tft3t ljfi);” 


(ii) -33#^ (2) %-*I3:niTI 33333:-3<33ftT3 

ft)*11 '*iiy,'ii, 33*ilq^:— 

(2S3) ft*3R 21 %3S^ (3S) *3*31 HRviftfl 

Ulft«t)lO,-W 33^33*33*3^'313%'<33-ft3S?ftft-lift 

333333% (3I^3iftft3-W«i) %-3^-% 
tn ^*3K ftftRlT I %'3g333-%' ftftHl oi ft^Tj;^ % 
ftrn S3^3TtftT3 3^% -airiR %, Tfr %73 %f ■33333ft % 
ftlT^ ■!3»33*% sfR -gTftlTr ifftt, ■*3*33ft«3ft, 3r?E7 
46 3ft3/^ 33^3’T 46^ %f ifinT % 3T*3ft 
3^ ■JTJ Miill (ihR'ii ; 

■q3*5 33353333=3 ■5I3ft3S)3Tt, -aift 3?ftfV ■%? -ftii*! ■%' ftn 
'ly. *33 STIRT^ SiM^il^ 333%3ft3 %[=f3t 3?3Tjf *3% 

ftlRsin %i tjfftn «A'(( fti'^ 333533 '33Tft*73Tftft ■333% ^ MCiji ''J33 
fi«*3TS3TR; 

■yr^ -*3? sft ft) ■^1333 3T1%3^S) *3% T33%TS ^ 

WR333 -*33 ftWllR'fl 33qft =3% ^ 33Fft 

■^ SiRffl '*3 T%*%, ftl^ 3TJ5rm ■533fR'^)l% "3=3 oi)R^ ^ 
3%Br<r5i ft)*^ 'Jini'), fciRan ■% 33;j^33d '^, ^ 'Tt33T Si^tilqi 
%% % ftiq 33%^!133f *3% *F3 %m i 3ft: 33^5im 133ftS)3% 

*D( *15 ^*imi1-^ '41|i3l% ftlSl^HI'A'I 3int =M HICTIR^ [%*1l 

'T*33%, 46 3%3/*13 Siift 46'S)'% Si^hIc^i iign CM,'111 ” 

4. -^STT ■%)'ft*3E3122'’1'Sri'pift ■ftF33-=j3TftT31 

5. ^ fftrft ■%) -1%^ 122'^ *% -^ein *33 ftwTftfRSTI 
TTS3Wft3, 33«3ft,; — 

"122*3. ftR'qn *ili)i ■% iH*ll Jil -S)! Sii'Hm et)<^ -*33 S'^otii 
ftftHi ' 4 *3F%'%3fr:T3I33^—(1) ft*3E3 122^ 
% Tsrs Cn) ■% *3*33 *3ft»33ftn *% -^n 
sfftftft % ftft'^Ct *31^ ■% *H'-il'il'1 -ft) 331*3333 
■Sift -*33 3 «*m ftPlMi'JI %3ftitJ. ^33533%IJ 
Siftni -53*33^ Tft333 35*331 -sit -ftft ■%)■ 333*3 
44 ■%' ft*333 21 %3 353^ (33) ■%’ *3*3r3R’3lftTT 

3355iftT ■snft'Jhi-R -si) ft)'31 -=11333733 s%3 3333% 
331*3'3iii*ni% 3%3 33ft)%Tift =3% 3T^3jft -33 
ft yRRivi 6 ■%' 33%fftfi ft I 

(2 ) 3TJ5I333*! -aiftcfili), '*37 33333*33=3 ft -=73% -33 fft 

ftft=3T3 333333 ft 33*3^3=3 *3ft fftlT ftftfftn ft 
■733 ft" 333*317 ftft "313% *31 ftRlHl')] ft)U W% ft 
ftni ST^ftftftl ft) ^ ft %73 ft'■37*3ft ft ftft 
'53'»33ft sftr -grfwi ftft, *3*33ft*Tf7 -53773 -ft 45 
*33 -53773 46 ft S-lR ^)f*37 -ftft ft 33*3ft 37% 
333533 -=73% ftl'ii ; 

*33*3 333533137 53lfft733ft, Tift "73^ ft ft*3l'7i ft 

■ftft*3ft’fftf-73*33 53737 333*33% 337*3ftl-f, 33|%C-+)-ftt =3*3 "TlTf 
*3% RiRsfl -ft Tlfftl ftftll fftft 31 j,Hi74/33357 ■%% ft *31% ft' 
fft-qii. -fftll-=113% -ft Tn fft'-11 'Jiiy.'ii ; 






['IFTII—-0^3(1)] 




H<"5j ^nr ■5 r\t Pf) 'Jifii ^ TfrO^ii ^ 

*11^^ 'J.'HI f^WllRn wc HI<H ^ 

^ cl'fl, Pn^'3nf^®M<l 'ai.<Bi<,“il ^ '5t3SR?^ Pni^ 
'*Ili<,'\ ■RlftSftT'^f 3i 

Vf "Jtl ^ni % 'Sftr tlHIMI'l'^ '3IIOI 

1^ ^ TRff ^ WT ^ -BflPT 

TtWT 45 ITT TT^ 46 ■^’ 3T jHl«;H/3T^ 'Sn^R I 

122®1’^t'. 3TWf%T/3T^^^^'r*’ft^ ^fhriV % 31'^M“I 

frnu H'(l<tl''l ^pI' 3I^5tT ^ f^TT^ 

3TT^— (1) %TTt ■=?!# afhftr ^ 

^IT^ ^ ^(;iPieti ST^^T^T%'ftTT^ 
^ -ITT 3T^ % ft, 21 % ijs 
(Ts) MR^TipMn 3T:1 t ii m 4 aifa<Pi<i ^ %Pan 
31^ % 3TqhT aftr -TO^TT aqf^^nr IT^ fW 
'3Tll<,‘ll 31 icT I 

(2) f¥^T%R3RT TTfhm ^ ^ ^ 

sn^,— 

(Tip) teft ^ 3ihf^ -qr mmbi1*t 

(^-1) % %!? arj^Tiqq yifi)«hiO ^ 

44 Rtiqi olHT,'[l f^RT% '^TIST H'^IM f5'JlH <14^ 
"q?!^ 1T«TT % 3Ttftq W ST^fttTTI 

'Sim^itI 7r«TT sn^ i 
(%^-2) 

3TT^’ % sn^nq -q^ %qT ^sm^qt 'pJra^ ■qw 
q^rra i!r3TR vqq qit qipq ^Tqt; 

(q) q^ sM^t qr gf^epTW ^(;irH«6 qfNr^ 

(%^-3)'qq^%frTq%3T-2 ^ q^'P 3ii«ii^ 
sf^T'^nq sTHq^qq)"^, ^<1-1 qt ■aq^’psqq;^ 
% 3qqTT qq fiRqi 'snijqi 3ftq qqr^TTiq m^ 1<4 
'qRq>qqqpit qflqrijVft: 

qq^ 3TT^qq7 ^ ^TTiPqq) q^w^‘ % qrquwj^ 
fqrq % sqqrq qq fqrqrt q^ 3ftHpq % sqqrq/fqPrqW 
%1%Tq3Ti^5q%qTTq qrtqr 'm'^ti qfi"3TT^ 3i^f^ 451 cVfl l 

(3) sT^pqqq qifqqiiqt, qqt^’ % qqqq ■^’ 
qrqrqrq "^rT^ % Hqqiq, qqrftqfq, q^q 45 qr wq 45qi'qi 
q^q 46 qr 3T^q 46qT '^, q?i% qrfqq Tnff % 3Tqtq q^ jiq, 

335511 : 

qqqj '1151 qqN^T^ % qiqq q^n f^>5 qq 3TTq>^ 
srqqfqr t q^ 3T55TTqq qrfqqnqf 3mt^ qrt ^ Tjqqr qft 
TOtis ^ qj: qqff^ % qpq qrfqqqrfqq srqftr % qfqq qrt qs: 

4e1^ qrt3frq srqfqsrftrqrq^ ^I'll, Rn+i 335511 qrtVqnqi' 
qqq4' ■^, ^ #GTq^: fqnr -qr^, 33^ RiRafl qjf^rr 
qr^qr, 3(ftq 'sq qinT qit qt ®tA,' 1133551 T qq fqqrq fq35 

qiT^^545^#fti 


qq^I q|f 3?|q fq> qr^ 333^5^7 ^ q^ qit qnfha ^ qj: 
■*3133 % 'ftlR 335 ?! ^ ^ 3T^W33f ’’jqr ^73 3^q 

3353^37 Hifq«hiO qii ■q?' «#nniq iff qiiTTT % ’Tirif ■qq 
3T5TOra-^ftni wt, qift q^r, qqrftsTfii, qqq4s qrqwr 
45q7^qT q^q 46 qr irifq 46q7'^ 33551 T ^‘n 1 

122'9'. <4>i Plc^aT-t *TI '3^ <»)iii ; — 

qft: tq~JnBL||,r?T^ ^iqm«pnf qr ftfWqr 335573 qr 
3T5h)^ 4 qit ^ ■^f ^ flpqft ^ qn »t5q7M*i qrq^ ■^' 3333477 ^ 
3cni ^ qft 335375 ^ qTPqqTTf^, 1533 qft ^ qrrqq qf$73T qrq^ qrr 
33 qq 3 q 3 ^^ % qrmqt 'f^'^ 3 tt^ qqf q qrftw qr^l, 
333^5131 53T^%T^n4l3a<1'^q7Tqqq3T73t^^^3>l ir w tf * W qg^ 
■qrq qr^qr 1 

I22qq. qrq % 33<ffq 3T55TTqq wif^iql ^ 
■qrftrr l^irqft 337 ^ ^Tf^m q?hj "oqt^ ■^ 377 ^ qrt fliqlttf' 
^ 337^^3^ qtnq %q(k qrq^TR qrj 3 t%t qrq qrVrr srh 
■%q(\q qqqjR qrqr^ "^qft ■qfq ■TifhEft arrq^qqr qrq^ ■ 377 ^, ■^ 

q?q75^ 331^, ■:3^33 t 13^ 3313 ^, 

I 

6.8 ■3*737 ftqqf qrt 33535 ^' ‘ qr" ^f, qqq 43 ^q^qiH, 1¥#if333i 
qw 33:37:-3i!77fqn f^ sqqf^ ;— 

■qqq 44 

(f%qqi22q7, i 22 ^qt, i 22 q 33^3122 qqi ^Ran) 

ft)33t ■q^ 33 WV % 333qRT % 335573/^3757755# 335577 ^ 

3fr[/qT ftrqft qi sfhfa % ^( ;i f=iqi ' qqtWTf qr fWrh ^ %5 

^ _ 't .A_. ■ ■■ V ,\ A r- V _ . 

3^ jHlQ'i/ H;fvT w T^ 3TTqT^^ I 

^■/7q . ^3T3f 

. (qm) ■q^ qr ftfrqq 

■qrqr ■^f qqqtqq 371*716 '’' 33 WqT ^tqrfqqr ■qqt^rq % Rnq 335577 
■qr f^pTHh % 3 i 5 Hl<;q % %5 qr 5 ^ 375 #P ; 3 T ■qj 3 M^ % 
qTqTTiq# 33551 T ^ %%5 3TT^q733TT ^/qR^ 11 337q?qq7 
qrqq7R'1/33Tq7t ■qr?; f ;— 

1. 337 ^fip q^ 33 WtT qrt fqfy^ ; 

(1) 3 f|qf %7 qq qiq : 

(2) 7^ (■*37^7) : 

(3) RiPiftn ■qft 3T3qqT: 

( 4 ) q3t?3q fqpi^3i : 

(i) 37f^33qqq7 
(li) f#*?77q37qHq7 

( 5 ) 3iHfq qTT ^qqftq qqfqrrqr ; 

( 6 ) 3H<;7(Iq Rnq^ R 113 'jq^I'i Rh^i 'qrqr HWiifqci % : 

( 7 ) ■qr^33Tqqt (qjsT 3^^qft7■qqT®^) qq Wrqfqr; 
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( 8 ) : 

2. % 4Tr*i 31^ (3r5Brqf*>i^ 

4?.-HftlT "tt" % 3T^) 

ST, ^■^>3% % fVlH '3T3?T : 

(4) TTw*ITW«1k'WW^J^ 


( 2 ) 

(3) ^f^PI f^TPT 

(4) ’^Tsr f^raPT (^-l) 

Tctwn (•^-II) 

(6) JH'^m (■^-lii) (ftra%3Rpt?r 



(7) ■^-■isHH^'KnTT3?kfwrm ^twpr srrw 

(8) 3P^^''^'1%[pRFT^'5rTfteif?T 

(9) -snwrt 

(,^) 3R^TTf^W ■'it%IFFi 
(73) 3.1)4 ^ 


( 10 ) 

(11) ■PTt’ifm 3131^71 % 3TT^ I 
3TT. aiWfti % M^rWi % %TI 

3pfit>n/3T55n 
(TP) rciRf^rd ; 


(1) ^m<T®* 41P ■^-g,r'70i -Mi-qK 

(2) 3P=i^T^/%7?f ^ ■=im 

(3) Tp^-^rorf) (^rij^g^tTjf>:tTR^4) 

4iln 


(T3) ^mril (-q^ aiVrfii) 

(1) feiPlMh Tsfil 

(2) ' ^P? T fadl l^r^RTH 3%^! 

ffSTCTiTTti 


l3) f^PT^tPTT 3(137^ 

J f^lfS’TpT Hl^ll Tf +H'HI Jl 1 % fr41I STJPtspT/'STJ^ 
(11 


( 2 ) 
(3 ) 


cf 3#f3mTpTO 


Tuferi) 


337131 i 

"SITI y+^rl 37^ Siei 


( 4 ) 377q^''^’ hn)qiw5nft«ifiT 

i. gro TTT3?pTf^/f¥^ ■^‘ 

aPJ^pT ftPH w 

MtWK I ^T ft 'SH^JHl^n/aig^n : 

( 1 ) TIoHI ■3^k HItITSI, 

( 2 ) 7;i^/?3RTft7T ■RPP 3n^ % %tl 

3ftf^ 

( 3 ) '^WilT 3it4 ITHPlImTJspTTT 7^i"7T^^'4^'37^^ 37|7p^ 

( 4 ) WwmrpTnfterfn 

7>° ( . 7r®it ^) Tff) 

■Jpf ■'??(?? (^<ai vfl4 .% a^tfpr % iH ' 11*11 

TP7:7^)'n^t ( 7 : 77 ) 7 ; Tift ^TPFT't) 

7177)73 . TTTTTW 

TPTR . 

* ^ ClMJ^^ li) 3^ opld I 

7I7EPT4S 

(1^1227P, 122'ET3fR 12277 ^^ 1 ^) 

^'iP7^7 |k r'7pir4ci 'IHi'Hici 'til.') % 1pTt( aTJjP 

37^^ ^ 7-i<SHl 3 ^) 7 '3^ '’illl °h<4 

7 TI 7 I 73 . 


. 

(w). 

a^hifV afft7 ’itthkr ■Fnrpft' f^rm, 1945 % frrq 122 tp/ 

Tp7%% Riii 375511 ^ Tninl % I 

(1) -^ -3^77 tpt ^ 

( 2 ) (TTTJIT) ■5n?7tr 


(3) TTTBRI 

(4) 3'7i;vi'l 


7ir&73- 


PTTnW 

375517 '411 -11*1 37)7 ltd'll*! 


3i5*il<;'i/a757tT 375^7 '4174 % 'fTTn 

( 1 ) l4f4fif?T 37551 m 17lf7TPl{l^31jMl(;i1 f*[f4^lf % 
375 ^ ?Vfl I 

( 2 ) aiWfiT 417 4777 37)774 741^ -^t -gf^ fiWl 47 

R^iai ^|(J7|| 7741 “IIMK "IH, 4)5 '=lil^ 4?f 3lVTf4 ^ 3771741 

3774144747^3774 377474)15777^ -377744'^)% 77 TU 777 nt, 
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cl'ICI ■'IT TT5l%^ IIH ■'fh^ ^Rfln ft)'HI 

'Jii'T, ■^ g^ciHI '4* THirsT Ofci ’SniS ■?ftTT I 

(3) siWf^ ■^ 3TTOFr arr^rpT pftPT ’SP^fti 
ftlTT^ 3TT^IH ftPTT 'Jiini '^, "'TT 

% TPj^ 'TFT ■'TT srtr ■ftrsft' TFFsrijTF MIC1 \<3i 

#ft ^ ^f 1 ft.Ft. 'iTFT liftt 3Tk FT 
Tjftn 3FF tihT FTt 'FT ft)IT, ftpTT "FF 'H'jIh “tiVil ft) FF 
ftiT'TtnaiWftit I 


(4) afftftr% dt«T) 3 )'f1 ■3tt»ttf#t"^ ftprftrrr^’aF^rpT 
%, ""F TT^ '^FPT 'FT 1 


* * ^'*K1-% ^FSTT "FT yeFX ft^nl gi<i 

h*F ft)FI 'JlllJ,r' 


( 5 ) HTF ■ftF'PF Pl'HI'll arWFTF, aTJ^TTFFFTft'^Kl '5TTI 
■sfrsftJTH ark 3F^FBp % FTF TFFFPT; ar^ftfel ftp^ FTT^ % 
FTFPi^F^ a^ftftr ftftftRi % ftFFF T^r -oft Ffr arrtfw 

aiqft ft T^h[TF ft)■HI 'Time'll I 

(6) artFftr ftt. F^ft aTtF*ftF f-fTf ft ftftf^ 
•aiFiw'fl'H yRifftni RMli fftr^ ■'FT^ ■'F fftsPT fftFt 'ft 

wft ft' 'TjtF hihTT ft ftiHi 'Jiiy,‘ii I uft^d yRift)Hi ft 
FfftPTFFFFF \i ■ftt^ fftfTTT, ’Fft frft^ -ftt Wf f, 
'TTTF ft aftplft aftr 3T3?TFF TJrfftFTrft ft Tjfftr ftt'FTPTft I 

(7) aftFfftft ftiiT'^F ?;iFt ft IftniF'ft ■^ht afftiftin % 
fti^ Fi^ arjSTTFF ■FrfftFiTft ft ■'jft arjftFF ft ft-ii 'FFf fftni 

'iiUT'il I 

(8 ) FiftF, ftFftf, ftftPF 3FT: TFlfftT ft FTjft ft FT 

fftrft apF TmftrPFF) FTf^ ft ftrft ftr ft'aftFfft ftfFFF ft 

Ifttr 3FPTTFT '*114, arWIft 'FTT 'fftFTF fftx^ 'FTft ft ^ aTJiITFF 

XlRHH)lft ft ar^fttfftr HXIHI '*II4'II I 

(9) arpqnfftr afWftf ft Fft^r -ftpr^ ft tttf Fftapn/ 


■JIFTF 45'^ 

(fftFT 122F7aftT122F=b CiRay.) 

Frft MiH'il (HHi H^'*i afinfft h<;i 4) aiiHici F)T^ ft Rm, 

ai jifli 

>t> f¥ * 


FrftTTTFFt (FT3;’F^aTVTfftFFI’'4) FFFTF ; — 

( 1 ) 

( 2 ) 

(3) 

TTTTft——- "FFTTfiF 

arjsTTFF 'FTfVFpft 'FTT '414 aftr 'FFFTF 

ar^ftiFF/arpT ar^^rr FFft ft fftr '^f 

(1 ) 'Fvft TTTFrft (F'HI aftFfft Fcilft) "FF ''Fft’F fftfftft 

ft ■pftrr 'ft ar^^irFF TrrfftiTft gRi aTjfttfftT 'fftr^ 'fttt i 

( 2 ) ^ftftft 4iHnl ('Ft^ M^'*i''TFP-t) "FT ■^rrft'fftrfftfF 
ft1ft^,ft (^pTFhftfft^ftm 122-'!3rftaFfft'j<!FFaT^ftFpT 

ar^^lH-l WlTHHilft ft TTTFT Iftni '*ll4,'ll I 

(3) 3TTFPT FFft -ftt 3T^ ^ 'FF TTHjrft FF ar^f 
PTFrft ft R 14 , aHHl'i 'ifH (ftni '*ii4’li fft H)ft TrliH'Jl ( hFI Fj]ai 
aftFftr) “ftFFTWFT'FT 3TiF!?FF) aftqfft" ft T^F ft' WF'll^a 

I 


46 

(■pTFF 122T5r, 122F affT 122'FFT'ftftnj,) 
ft Hfft fftPifftfl ft 'fftfftft’T ft fftu 3T^[5TT/3T^ftTFF 

ft ft ft ft 

3T^ ftt-ftrsFr aih ■'Jirft ^FTft ftt 

TiTTTa. 


■ft'Fft. 

(FFT).aiHft 

ftr'FFTtpT TF'H'Jl PiFM, 1945 ftfFFF 122T!r/T22F/122'6TF7ft 

ar^ftr fftftftfftF aMft fftftIftF ft fftfFFftr ft fftr 

arj^/ar^ftFF ar^jFF Rdhi ®imi i 

arft?!,:— 

(1 ) fftfftftF FF FFT 

(2) 'FTFTFP'^ 

( 3 ) TFFFT 


ar^^TT ■ft) ft«4l F*TT ''FTrt 'FTTft 'ftt 

FTTfrsr. 

■ftTFf. 

(''TFT).ftt 

arHftark’FFTFFTTFFftfftFF, 1945ftfftFT122Fi'/122'FFTft 
aTftft fftFftrftjPT FFsft FFPft ('FFT FjF ftftft FFTft) "FTT 
3TFTRT'FFft ft ar^ ^ Firft t : aTFft^; — 


(4) ^FF#T 

FrftFf-—- FFTTW: 

arjW'PT FTfftFPfl' "FTT 114 aftr ffftf 
arjftftpT/arjjTT arj^F 'FFft ft ffto; '?T^ 

(1) fftfftftF ar^WFF FTfftFFft FFT argfttFTT fftft^TTf ft 
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(2) ATR ■PTnft ^ #TT ^ 

'Jilt'll TTRT ■ORTRE RTR, Tfr; 1^, ’aft aiWfE % 3T7TW 
'STTETRET 3ER 3iiq<u| fihqi 'iiini 

RT RTR % dlqi 

■ftfETT RTrij; ^?ett ’^f Tp^r -dfir "4 

RRTSTfWri 

(3) OT^lHRiT <4^0 wc^qi 3PR 

f^IRT^ 31TEPT R^ ftjRT 'Jlinl i^, RT ^RRf ^ 
RTRRTRT^ 3TtT fig’41 tiicipl'il 'ait 

■ql^l^ ■^' 1 'Pt.rI'. R)R R^ ^141 -3?^ R^R?! RT ’^fRR 
^IRTTRiTRit HR fqii RR R^I’l “tA'/l Pti qp fRTRfR 
3?fRfHt I 

(4) 3TlRfl4 % ^flRT RIRt'^ aTTHTR 3 t1x ^'IVt 

3RHTR RR %, RT <ri'l (4qrn RT ■^niqil p\4t 

RlfplI— 

’^niqHl «bq^i %■ 3^1 RT fq^ni SKi fqsCT 

fifiRIRHl"! 

(5) RRR f^mR frlRRl 3ItRRR, aT^qTTRR RlfRRRd ^ 

MlilRiW 3jk ar^RRi % RTR EiRRifl; 3T^Rt% f%T^ 
RTT% % RTRIIl^R^ aihfV % fRRHR ^ Rf R^ R?t 

STTif^R? 3TRfV %'<?tRR feRT RmETT I 

(6) sMV sftRHlR R^ % rtrtr; aqpwRtR 

Rf^rftjTRTR ItRt^ ■an% R^ fIsiRiR fRETl Hf R5ftR 

■jtR RTRH % ft^fRT RIIRtii | Rfrp^ rRi Rt,'Ri % RftoilR- 
^fRRR ^ RTl^ fRfRRT rIr R7t^ Rft RTTRt t, HER % 
3i1 nfll f^TRRRT 3^ 3T^j^nRR RlfRRilTt RJt t^fqci R?1 
■aiTRTttl 

(7) RrlM.'RR ri 4| % fwqiR RitRiR^ aRqri[<an ^ 

RIRT Rlfl^RilO 3rgRtRR%f^RTRiff f^RT 

■aiTRRT I 

(8) «t)i4i, ■^%af 3TR; 'WTfRR % R^ R?f RT iRvlft 3ER 
RR^IrIRTRi Riftrn Rit ^SllMfll I^RRR% Rm, 
3TRRTRT '3114. SiVrRi Ril ftRRR RtiCI '3ll4 STJRTRR 
RlfRRird STJRtfRR REIRT 'Jliy.'ii I 

w teq 46'9i 

(fRRR122'0 34hfRRR 122RRi^f^) 

3T^5rT/3T^RtRR Ril EOTT 3^1^ iSTT^l' RE^ Rit RrHs 

qi’41 'MlRtfl ( RRI 3 hWRi hR 1*J) 'fe RiPimI“i % Riy. 3f^;SI/ 

3T3;h1rr . 

RRT . f^THRjt 3TlRfV 3jh 

RHTRR RTRRt 1%RR, 1954 %ftRR 122 W122 RR7%3TRtR 

3T^RT /ST^RtRR 3 T 5 RR f^iRT RtlRT : 


Part II—Sec 3 (i)] 
RI^RTRlft (RR1R^3iVlfVRRr4) RRRTR : 

(T) 

( 2 ) 

(3) 

ni(l<a 

'RWTSE 

3T5Rf^R RlfRRRft RR RTH 31^ ERRIR 
3TgRtRR/3Tg5rr 3T^ RE^ ^ Riff 

(1) Ri^RTHRf (RRTR^3iW4RRT4) ar^RTRRRlfRRIEf 

RRT 3T3HtRR ^ 3 i;j<jsh I 

(2 ) Rt^RTHRI (RRlTT^at sft^fHRRisf) ipii;f5^'3RfRf^Tri^n3if 

R^ f^RiR 1R5RI RIT RRiRT ^ f^TR^ RRT Rl Rt f^RilR RRTsTR/ 
^Rlf^RT RflfiffR/'^q RR^pRRI 3T1RRR % f^TTI 3iVRfR RR 
RR%1 RE^ RT ftfRfifft % fqPlHf'JI % %T3, arjRTRR 
yifRRIll ■^' 31^ 11 

(3) '^' Rif44fn % fqfqql'-'i % RiWj 3TJ^tTRR RlfRRRft 
fRRH 122 151 % 3TRfR "^RR) ST^RIRR RTRT fRvRT >vin'ii I 

7. RRR Rif 3T3TJ^ H 4f, 

(RT) fRRRR RnRRITff ^ ENflRT HR 11 % RRRTR^ 
fR’RftrftSRI 3TR: ERTPtR f%RT RmRTT, 31Rf?[. ; — 

12. RTRfRRRRfwiRlsTWlRR- 

R^ 3(Mr % ST^RtRR RT, SRRlRRElf R1 fRfRHfRT RR R^ 
affR^T Rlt R^ fRRRR fRRTIRf, fflRRR % R) r 4 RTt SRffW 
31RfR % "(fklR fRRH 21 % ISTS' (TR) % 31tftR RRTRfTHTPiR 
3T5RTRR RifiTRITff RTTI RfslRIRT sfk SE^RRif %■ RTH 3TJHffRn 
RERT% % R7RTR. R^; 

(13) MUrVI’y 1 %R7RTR.P1-Hf?4R3« SIR; TRrfq^rf^ 
'Jliy.'ll, SIRfn ;- 

Rftftr^ 1 RT 

(ftRH 122 RT3ifT 122 13 ^fl3R;) 

3Tj4TfRR R^ R?! STIRTR RE^/fRfRHfR RE4 % fiRR 

SI^RT 3T5 RR RTt 4 % fRTR 3R^RRT ret R 1^ fRTR '>1l4 % f^TR 
3T^f?[TR 3TTRT^ 

1. REHRRT; 

2. TTRRR 3ffT "^Rf^TOT TRIRRUff ; 

2.1 TEIRRR2R1H, R^IRRIHRITEWT, R^RTt^'#! ■ffTTRIRREl 
RT 'JIIcTIH RTH, Rft RiT^ ■^, TERRT, yjiRi THTRfRRT ‘yi Rif 

2.2 RTRI RTT RTR 3|tT ’^TTRlf ETERT 

2.3 RfrSFlfRf^^E 






■KTOI O'jTTil : ■aroraiTW 
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(^) tllstT^I 
("CT) PiF^'m ti'Htof) 

2.4 

h*&Ri 

2.5 ^ ■(?'H \<ai 

2.6 

3 f^TWT 'JlHAhlfl 

3.1 3^^;■^|'^1/^'qt^1l01'^ 

3.2 <rl«ici isf^T yi<^H ■=T'J5T 

4. 3nftT^% 31'3 h1«;h ^ aitzm 


4.1 

3^lT Pi'Hti'l 34WR^ 

4.2 Pt^'scii 3^k31^:^141^ % (wy.sWl'^iln Pihi'WcII 
[3T 13 ;TO -1 1014/7'/2000-^EkrqT][H -3^*7 

■qj^i^TijOT ;—ITRIo 1/5/1979 TW ReTRT^fktTI 3lWfR 3lk 
TOmWWUl'pRR, 1945, W?«!T'3?tTRftRRW1F4 

fRMH) % 3R W7IR ^ f^ra^' aihftr aftr rrtrr Rmt 

3lfRpm, 1940 ai^TfwT (RFl^'3frl^^1TR-6l) 3T1Tf<fet 
3ltT 3Tf^ -m TT.RIT. Pt. 242(31) RRhST 3/4/2001 ^ 


MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION 

New Delhi, the 2nd May, 2001 

G.S.R. 321(E).—The following draft of certain rules further to amend the Drugs and 
Cosmetics Rules, 1945, which the Central Government propose to make, after 
consultation with the Drugs Technical Advisory Board, in exercise of the powers 
conferred by sections 12 and 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), is 
hereby published as required by the said sections for the information of all persons 
likely to be affr.cted thereby and notice is hereby given that the said draft rules will be 
taken into consideration after the expiry of forty-five days from the date on which copies 
of the Official Gazette in which this notification is published are made available to the 
public; 

Objections or suggestions may be addressed to the Secretary, Ministry of Health 
and Family welfare. Government of India, Nirman Bhavan, New Delhi-110011. 

Any objections or suggestions which may be received from any person with 
respect to the said rules before the expiry of the period so specified will be taken into 
consideration by the Central Government. 

DRAFT RULES 

1. (i) These rules may be called the Drugs and Cosmetics ( Amendment) Rules, 

2001 . 

(ii) They shall be published in the Official Gazette. 
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2. In the Qrugs and Cosmetics Rules, 1945 (hereinafter referred to as “the said 
rules”), in rule 122 A,- 

(i)for sub-rule (1), the following shall be substituted, namely 

“(1)(a) No new drug shall be imported, except under, and in accordance with, 
the permission granted by the Licensing Authority as defined in clause (b) 
of rule 21; 

(b) An application for grant of permission to import a new drug shall be 
made in Form 44 to the Licensing Authority, accompanied by a fee of fifty 
thousand rupees: 

Provided that where a subsequent application by the same 
applicant for that drug, whether in modified dosage form or with new 
claims, is made, the fee to accompany such application shall be fifteen 
thousand rupees: 

Provided further that any application received after one year of the 
grant of approval for the import and sale of new drug, shall be 
accompanied by a fee of fifteen thousand rupees and such information 
and data as required by Appendix I or Appendix I A of Schedule Y, as the 
case may be”; 

(ii) after sub-rule (2), the following shall be inserted, namely :- 

“(3) The Licensing Authority, after being satisfied that the drug if permitted 
to be imported as raw material (bulk drug substance) or as finished 
formulation shall be effective and safe for use in the country, may issue an 
import permission in Form 45 and/ or Form 45 A, subject to the conditions 
stated therein : 

Provided that the Licensing Authority shall, where the data provided 
or generated on the drug is inadequate, intimate the applicant in writing, 
and the conditions which shall be satisfied before permission could be 
considered : 

Provided further that where the applicant fulfils the requirements of 
the grant of permission within six months from the date of such intimation 
or such extended period, not exceeding a further period of six months, as 
Licensing Authority may, for reasons to be recorded, in writing, permit and 
the Licensing Authority is satisfied that the conditions for grant of 
permission have been complied with, it shall grant the permission in Form 
45 and/or 45 A.” 

3. In rule 122B of the said rules,- 

(i)for sub-rule (1), the following shall be substituted, namely 

“(1)(a) No new drug shall be manufactured for sale unless it is approved 
by the Licensing Authority as defined in clause (b) of rule 21. 

(b) An application for grant of approval to manufacture the new drug and 
its formulations shall be made in Form 44 to the Licensing Authority as 
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defined in clause (b) of rule 21 and shall be accompanied by a fee of fifty 
thousand rupees: 

Provided that where a subsequent application by the same 
applicant for that drug, whether in modified dosage form or with new 
claims, is made, the fee to accompany such subsequent application shall 
be fifteen thousand rupees; 

Provided further that any application received after one year of the 
grant of approval for the manufacture for sale of the new drug, shall be 
accompanied by a fee of fifteen thousand rupees and such information 
and data as required by Appendix I or Appendix I A of Schedule Y, as the 
case may be;” 

(ii) after sub-rule (2), the following shall be inserted, namely 

“(2A) The Licensing Authority as defined in clause (b) of rule 21 after 
being satisfied that the drug if approved to be manufactured as raw 
material (bulk drug substance) or as finished formulation shall be effective 
and safe for use in the country, shall issue approval in Form 46 and/or 
Form 46A, as the case may be, subject to the conditions stated therein : 

Provided that the Licensing Authority shall, where the data provided 
or generated on the drug is inadequate, intimate the applicant in writing, 
and the conditions which shall be satisfied before permission could be 
considered; 

Provided further that where the applicant fulfils the requirements for 
the grant of approval within six months from the date of such intimation or 
such extended period, not exceeding a further period of six months, as the 
Licensing Authority may, for the reasons to be recorded, in writing, permit 
and the Licensing Authority is satisfied that the conditions for grant of 
approval have been complied with, it shall grant the approval in Form 46 
and/or Form 46 A.” 

4, Rule 122C of the said rules shall be omitted. 

5. For rule 122D of the said rules, the following shall be substituted, namely:- 

“122D. Permission to import or manufacture fixed dose combination.-(l) An 
application for permission to import or manufacture fixed dose combination of two 
or more drugs as defined in clause ( c) of rule 122 E shall be made to the 
Licensing Authority as defined in clause (b) of rule 21 in Form 44, accompanied 
by a fee of fifteen thousand rupees and shall be accompanied by such 
information and data as is required in Appendix VI of Schedule Y. 

(2) The Licensing Authority after being satisfied that the fixed dose combination, 
if approved to be imported or manufactured as finished formulation shall be 
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effective and safe for use in the country, shall issue permission in Form 45 or 
Form 46, as the case may be, subject to the conditions stated therein ; 

Provided that the Licensing Authority shall where the data provided or 
generated on the fixed dose combination is inadequate, intimate the applicant in 
writing, and the conditions which shall be satisfied before grant of approval / 
permission could be considered; 

Provided further that where the applicant fulfils the requirements of the 
grant of approval / permission within six months from the date of such intimation 
or such extended period, not exceeding a further period of six months, as the 
Licensing Authority may, for reasons to be recorded, in writing, permit and the 
Licensing Authority is satisfied that the conditions for grant of approval 
/permission have been complied with, it shall grant the approval / permission in 
Form 45 or Form 46, as the case may be." 


122DA.-Application for pemiission to conduct clinical trials for investigation of 
New Drug / Investigational New Drug.- (1) No clinical trial for a new drug, 
whether for clinical investigation or any experiment, shall be conducted except 
under, and in accordance with, the permission, in writing, of the Licensing 
Authority defined in clause (b) of rule 21. 

(2) An application for grant of permission to conduct,- 

(a) human clinical trials (Phase-I) on a new drug shall be made to the 
Licensing Authority in Form 44 accompanied by a fee of fifty thousand rupees 
and such information and data as required under Schedule Y; 

(b) exploratory clinical trials (Phase-ll) on a new drug shall be made on the 
basis of data emerging from Phase-l trial, accompanied by a fee of twenty- 
five thousand rupees; 

(c) confirmatory clinical trials (Phase-Ill) on a new drug shall be made on the 
basis of the data emerging from Phase-ll and where necessary, data 
emerging from Phase-I also, and shall be accompanied by a fee of twenty-five 
thousand rupees: 

Provided that no fee shall be required to be paid along with application for 
import/manufacture of a new drug based on successful completion of clinical 
trials by the applicant. 

(3) The Licensing Authority after being satisfied with the clinical trials, shall grant 
permission in Form 45 or Form 45A or Form 46 or From 46-A, as the case may be, 
subject to the conditions stated therein: 

Provided that the Licensing Authority shall, where the data provided on the 
clinical trials is inadequate, intimate the applicant in writing, within six months, 
from the date of such intimation or such extended period, not exceeding a further 
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period of six months, as the Licensing Authority may, for reasons to be recorded, 
in writing, permit, intimating the conditions which shall be satisfied before 
permission could be considered: 

Provided further that where the applicant fulfils the requirerr en^s of the 
grant of permission within six months from the date of such intimation and the 
Licensing Authority is satisfied that the conditions have been complied with, it 
shall grant the permission in Form 45 or Form 45A ^r Form 46 or Form 46A, as 
the case may be. 

122DB. Suspension or cancellation of Permission / Approval If the 
importer or manufacturer under this Part fails to comply with any of the conditions 
of the permission or approval, the Licensing Authority may, after giving an 
opportunity to show cause why such an order should not be passed, by an order 
in writing stating the reasons therefor, suspend or cancel it. 

122DC. Appeal.- Any person aggrieved by an order passed by the 
Licensing Authority under this Part, may within sixty days from the date of such 
order, appeal to the Central Government, and the Central Government iTe*/ after 
such enquiry into the matter as is considered necessary, may pass sued order in 
relation thereto as it thinks fit.” 

6. In Schedule A of the said rules, after Form 43, the following r rtnrs shall 

be inserted: namely:- 


■FORM 44 

(See rules 122 A, 122 B.122 D and 122 DA) 

Application for grant of permission / subsequent permission for import of a new drug 
and/or clinical trial or for approval / subsequent approval to manufacture a new drug . 

l/*we_of M/s 

__fador jssi 

hereby apply for grant of permission for import of and/or clinical trial or for appre val to 
manufacture a new drug or fixed dose combination or subsequent permission for 
already approved new drug. The necessary information /data is given below, 

1. Particulars of New Drug applied for. 

(1) Name of the drug: 

(2) Dosage Form : 

(3) Composition of the formulation : 

(4) Test specification: 

(i) active ingredients : 

(ii) inactive ingredients : 

(5) Pharmacological classification of the drug : 


'30(S 



IPaki U—Si -- ^(1)1 


2 THP.GAZETIT OF INDIA F.XTRAORDINARY 


(6) Indications for which proposed to be used ; 

(7) Manufacturer of the raw material (bulk drug substances) ; 

(8) Patent status of the drug : 

2 Data submitted along with the application (as per Sc^hedule Y with indexing and 
page nos.) 

A. Permission to market a new drug 

(1) Chemical and Pharmaceutical information 

(2) Animal Pharmacology 

(3) Animal Toxicology 

(4) Human/Clinical Pharmacology (Phase I) 

(5) Exploratory Clinical Trials (Phase II) 

(6) Confirmatory Clinical Trials (Phase III) (including published review articles) 

(7) Bio-availability dissolution and stability study Data 

(8) Regulatory status in other countries 

(9) Marketing information: 

(a) Proposed product monograph 

(b) Drafts of labels and cartons 

( 10 ) C mtral Drugs Laboratory Test Report 
'll) Application for test license 

B. Subsequent approval / permission for manufacture of already approved new 
drug: 

(a) Formulation: 

(1) Bio-availability/ bio-equivalence protocol 

(2) Name of the investigator/center 

(3) Source of raw material (bulk drug substances)and stability study data. 

(4) Central Drugs Laboratory Test Report 

(b) Raw material (bulk drug substances) 

(1) Manufacturing method 

(2) Quality control parameters and/or analytical specification .stability report. 

(3) Animal toxicity data 

(4) Central Drugs Laboratory Test Report 

C. Approval / Permission for fixed dose combination: 

(1) Therapeutic Justification 

(authentic literature in pre-reviev'ed journals/text books) 

(2) Data on pharmacokinetics/pharmacodynamics combination 

(3) Any other data generated by the applicant on the safety and efficacy of the 
combination. 

(4^Regulatory status in other countries. 

D. Subsequent Approval /Permission requested by an applicant, who already has 
permission / approval for New Drug / fixed dose combination : 

(1) Number and date of Approval/ permission already granted, 

(2) Therapeutic Justification for new claim / modified dosage form. 

(3) Data generated on safety and efficacy. 

(4) Regulatory status in other countries. 





^ : 3TOT»-TRW 


A total fee of rupees 

(in words). ____ ) has been credited to the 

Government under the Head of Account 

_(Photocopy of receipt is enclosed). 


Dated 


* Delete, whichever is not applicable. 


Signature _ 
Designation 


FORM 45 

(See rules 122 A, 122 D and 122 DA ) 

Permission to import Finished Formulation of a New Drug 

Number of the permission and date of issue_ 

M/s __of 

______(address) is 

hereby permitted to import the following new drug formulation under rule 122 A / 122 D/ 
122 DA of the Drugs and Cosmetics Rules 1945. 

(1) Name of the New Drug: 

(2) Dosage form: 

(3) Composition: 

(4) Indications: 

Dated. Signature. 

Name and designation 
of Licensing Authority . 

Conditions for Grant of Approval / Permission 

(1) The formulation shall conform to the specifications approved by the Licensing 
Authority. 

(2) The proper name of the drug shall be printed or written in indelible ink and shall 
appear in a more conspicuous manner than the trade name, if any, whii;h shall be 
shown immediately after or under the proper name on the label of the mnermosl 
container of the drug or every other covering in which the container is pacfed. 

(3) The label of the innermost container of the drug and every other coven.r-g i,' which 
the container is packed shall bear a conspicuous red vertical line on tne left jidc 
running throughout the body of the label which shall not be less than 1 mm n 
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width and without disturbing the other conditions printed on the label to depict it is 
prescription drug, 

(4) The label on the immediate container of the drug as well as the packing in which 
the container is enclosed should contain the following warning ; 

“WARNING; To be sold by retail on the prescription of a __only." 

(5) Post marketing surveillance study shall be conducted during initial period of two 
years of marketing of the new drug formulation, after getting the protocol and the 
names of the investigator duly approved by the Licensing Authority. 

(6) The drug shall be withdrawn forthwith from sale from any source if undesirable 
reactions are reported following its medication. Adverse reaction leading to any 
infirmity, if reported shall be intimated to the Drugs Controller, India and 
Licensing Authority. 

(7) No claims except those mentioned above shall be made for the drug without the 
prior approval of the Licensing Authority. 

(8) Specimen of the carton, labels, package insert or any other promotional literature 
that will be adopted for marketing the drug in the country, shall be got approved 
from the Licensing Authority before the drug is marketed. 

(9) Each consignment of imported drug shall be accompanied by a test/analysis 
report. 


FORM 45 A 

(See rules 122 A and 122 DA) 

Permission to import raw material (new bulk drug substance) 


Number of the permission and date of issue 


M's___of 

____(address) is 

hereby permitted to import the following raw material (new bulk drug substances) under 
rule 122 A /122DA of the Drugs and Cosmetics Rules, 1945, namely;- 

Name of the raw material (new bulk drug substances) : 

( 1 ) __ ■ ■ _ 

( 2 )___ 

(3)_ 


Dated 


Signature_ 

Name and Designation of the Licensing 
Authority 
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Conditions for Grant of Approval / Permission 


(1) The raw material (new bulk drug substance) shall conform to the test 
specifications as approved by the Licensing Authority. 

(2) For manufacture of raw material (new bulk drug substance) or its formulation in 
the country, separate approval under rule 122-B shall be obtained from the 
Licensing Authority. 

(3) The permission to import shall not be used to convey or imply that the raw 
material (new bulk drug) is categorized as “life saving or essential drug.” 


FORM 46 

(See rules 122 B, 122 D and 122 DA) 

Permission /Approval for manufacture of a new drug formulation 


Number of permission and date of issue_ 

M/s._of 

_(address) is 

hereby granted Permission /Approval to manufacture following new drug formulation 
under rule 122 B / 122 D / 122 DA of the Drugs and Cosmetics Rules, 1945, 
namely:- 

(1) Name of the formulation : 

(2) Dosage form: 

(3) Composition; 

(4) Indications: 

Dated. 

Signature. 

Name and designation Licensing Authority. 


Conditions for Grant of Approval / Permission 

(1) The formulation shall conform to the specifications approved by the Licensing 
Authority. 

(2) The proper name of the drug shall be printed or written in indelible ink and shall 
appear in a more conspicuous manner than the trade name, if any, which shall be 
shown immediately after or under the proper name on the label of the innermost 
container of the drug or every other covering in which the container is packed. 

(3) The label of the innermost container of the drug and every other covering in which 
the container is packed shall bear a conspicuous red vertical line on the left side 






16 _ THE GAZETTE OF INDIA: EXTRAORDINARY fPARrIl—S ec 3(i)| 

running throughout the body of the label which shall not be less than 1 mm in 
width and without disturbing the other conditions printed on the label to depict it is 
prescription drug. 

(4) The label on the immediate container of the drug as well as the packing in which 
the container is enclosed should contain the following warning ; 

"WARNING: To be sold by retail on the prescription of a_only*’’ 

(5) Post marketing surveillance study shall be conducted during initial period of two 
years of marketing of the new drug formulation, after getting the protocol and the 
names of the investigator duly approved by the Licensing Authority. 

(6) The drug shall be withdrawn forthwith from sale from any source if undesirable 
reactions are reported following its medication. Adverse reaction leading to any 
infirmity, if reported shall be intimated to the Drugs Controller, India and 
Licensing Authority. 

(7) No claims except those mentioned above shall be made for the drug without the 
prior approval of the Licensing Authority. 

(8) Specimen of the carton, labels, package insert or any other promotional literature 
that will be adopted for marketing the drug in the country, shall be got approved 
from the Licensing Authority before the drug is marketed. 


FORM 46 A 

(See rules 122 B and 122 DA) 

Number of the permission / approval and date of issue_ 

Permission /Approval for manufacture of raw material (new bulk drug substance) 

M/s._of 

_(address) iS 

hereby granted Permission / Approval to manufacture the following raw material (new 
bulk drug substance) under rule 122 B /122 DA of the Drugs and Cosmetics Rules, 
1945; 

Name of the raw material (new bulk drug substance): 

( 1 )_ 

( 2 ) _ 

(3)_ 


Dated 


Signature. 

Name and designation of Licensing 
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Authority. 

Conditions for Grant of Permission /Approval 

(1) The raw material (new bulk drug substance) shall confirm to the specifications 
approved by the Licensing Authority. 

(2) The raw material (new bulk drug substance) can be sold to only those 
manufacturers who have permission, in writing, from Licensing Authoiity, either 
to use the drug for development purpose/clinical trial/bio-equivalence study or 
to manufacture the formulation. 

(3) For manufacture of the formulation in the country, separate approval under 
rule 122-B shall be obtained from the Licensing Authority . 

In the Schedule Y, to the said rules, 

(a) after item 11 relating to the marketing information , the following shall be 
inserted, namely 

“12. Post-marketing surveillance study ,_ 

On approval of a new drug, the importer or the manufacturer shall 
conduct post-marketing surveillance study of that new drug after getting 
the protocols and the names of the investigators approved by the 
Licensing Authority as defined under clause (b) of rule 21 during the initial 
period of two years of marketing 

(b) after Appendix I, the following shall be inserted, namely;- 

"Appendix IA 

(See rules 122 A and 122 B) 

Data required to be submitted by an applicant for grant of permission to import / 
manufacture an already approved new drug 

1. Introduction; 

A brief description of the drug and the therapeutic class , 
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2. Chemical and Pharmaceutical information: 

2.1 Chemical name, code name or number, if any; non proprietary or generic 
name, if any; structure; physico-chemical properties. 

2.2 Dosage form and its composition. 

2.3 Test specifications 

(a) active ingredients. 

(b) inactive Ingredients. 

2.4 Tests for identification of the active ingredients and method of its assay. 

2.5 Outline of the method of manufacture of active ingredients. 

2.6 Stability data. 

3. Marketing information: 

3.1 Proposed package insert/promotional literature 

3.2 Draft specimen of the label and carton. 

4. Special studies conducted with approval of Licensing Authority: 

4.1 Bioavaitability /Bioequivalance and comparative Dissolution Studies, for 
oral dosage forms. 

4.2 Sub-acute animal toxicity studies for intravenous infusions and 
injectables". 

[No. X-11014/7/2000-DMS & PFA] 
DEEPAK GUPTA. Jt. Secy. 


Foot Note The Drugs and Cosmetics Rules, 1945 as amended upto 1-5-1979 is 
contained in the publication of the Ministry of Health and Family Welfare 
(Department of Health) containing the Drugs and Cosmetics Act, 1940 and the 
Rules (P DGHS-61) and last amended vide GSR 242(E) dated 3-4-2001. 
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